Background
==========

Over the past two decades, patient-centeredness has been a widely discussed topic in high-quality health care and modern medicine.[@b1-ppa-7-345]--[@b4-ppa-7-345] Patient-centeredness accompanies an increased emphasis on the participation and self-determination of patients in their health care.[@b5-ppa-7-345] Research has shown that patient-centeredness increases quality and efficiency and may reduce costs in health care.[@b6-ppa-7-345]--[@b8-ppa-7-345] Furthermore, patient-centeredness has been found to be associated with multiple positive outcomes, eg, higher patient satisfaction, enhanced adherence, improved illness-related knowledge and health behavior, and decreased health care utilization.[@b5-ppa-7-345],[@b8-ppa-7-345],[@b9-ppa-7-345] Moreover, the concept is increasingly demanded from governments across the world at the health policy level. In the UK, patient-centeredness is a core concept in professional medical guidance,[@b10-ppa-7-345] and it has been described as one of the current "buzz phrases" in the British National Health Service (NHS).[@b11-ppa-7-345] In the US, the Institute of Medicine (IOM) declared patient-centeredness to be one of six goals for improvement of the US health care system.[@b12-ppa-7-345],[@b13-ppa-7-345] This goal has been supported by the 2010 Patient Protection and Affordable Care Act.[@b14-ppa-7-345] One of the Act's outcomes was the foundation of the Patient-Centered Outcomes Research Institute (PCORI) (<http://www.pcori.org>), which has been established to foster better research for a deeper understanding of patient-centeredness. In 2003, Health Canada highlighted the essential meaning of patient-centeredness in health care by creating the Interdisciplinary Education for Collaborative Patient-Centered Practice (IECPCP) initiative.[@b15-ppa-7-345] In Germany, the government launched a large research priority program on patient-centeredness and chronic diseases in 2007, including a total funding volume of over 20 million Euros allocated to 77 research projects (<http://www.research-patientcenteredcare.org>).

Although patient-centeredness has been the focus of research and health policy developments in previous decades, an absence of consensus remains regarding its definition and conceptualization. Whereas van Dulmen[@b16-ppa-7-345] describes patient-centeredness as a "fuzzy concept," Epstein et al[@b17-ppa-7-345] outline it as a "multifaceted construct, like intelligence," and Hobbs[@b18-ppa-7-345] distinguishes patient-centeredness as a "poorly conceptualized phenomenon." Additional results showing the ambiguity of the term patient-centeredness were found in a pilot study of this project.[@b19-ppa-7-345] German researchers of 77 projects regarding patient-centeredness (<http://www.research-patientcenteredcare.org>) were interviewed on how they would define patient-centeredness, the dimensions they would include in their definition, and how they would operationalize the term. The responses showed a considerable diversity of definitions and dimensions. In particular, the discrepancy in responses on operationalization was high.[@b19-ppa-7-345]

Globally, a variety of models describing the components of patient-centeredness can be found. For instance, Mead and Bower[@b20-ppa-7-345],[@b21-ppa-7-345] postulate five key dimensions of patient-centeredness (biopsychosocial perspective, patient-as-person, sharing power and responsibility, therapeutic alliance, and doctor-as-person). In contrast, Stewart[@b22-ppa-7-345] describe six elements of the patient-centered method (eg, exploring both the disease and the illness experience, finding common ground, enhancing the patient-doctor relationship, being realistic, etc). Furthermore, Gerteis et al[@b23-ppa-7-345] named seven domains of patient-centered care (eg, respect for patients' values, preferences, and needs; coordination and integration of care, transition, and continuity; etc). The dimensions of Gerteis et al have been adopted by the Picker Institute.[@b24-ppa-7-345] Another concept, contributed by Epstein et al,[@b17-ppa-7-345] refers to four domains of patient-centered communication (eg, eliciting and understanding the patient's perspective and concerns, helping patients to share power and responsibility, etc).

Overall, there is not only a broad heterogeneity within the definitions of patient-centeredness but also a gap of conceptual explicitness of the concept. This leads to an ambiguity concerning relevant and adequate dimensions for the measurement of patient-centeredness.[@b1-ppa-7-345],[@b4-ppa-7-345],[@b16-ppa-7-345] Consequently, outcomes regarding the effectiveness of patient-centeredness are related to its definitions used in respective studies,[@b25-ppa-7-345] which limits the comparability of their results.[@b26-ppa-7-345] However, consistent measurement instruments are indispensable[@b2-ppa-7-345],[@b8-ppa-7-345],[@b26-ppa-7-345] for implementing the concept of patient-centeredness in routine clinical practice, which is demanded from a health policy level. Therefore, the following objectives will be addressed in this study:

1.  Identify the different dimensions of patient-centeredness described in the literature and assemble them into an integrative model;

2.  Assess the identified dimensions and select the most relevant dimensions of patient-centeredness using expert ratings;

3.  Assess the selected dimensions regarding their operationalization in measurement instruments and respective evidence;

4.  Assess the results of the previous phases regarding the relevance and applicability of conceptualization and measurements in health services research and clinical practice.

Materials and methods
=====================

Study design
------------

The present study is a 3-year research project divided into four distinct phases. A project overview is provided in [Figure 1](#f1-ppa-7-345){ref-type="fig"}.

All authors (JZ, IS, MH, JD) work for the faculty of medicine of the University Medical Center Hamburg-Eppendorf. The authors have a background in psychology and medicine. All authors are researchers focusing on health services research, particularly on patient-centeredness, patient involvement, and shared decision making. In addition all authors are enrolled in clinical work and medical education. All authors will participate in all phases of the project.

In the following, the four project phases and their respective methodologies are described in detail.

### Phase 1: identification of the dimensions of patient-centeredness

The aim of the first phase is to identify the different dimensions of patient-centeredness described in the literature and to propose an integrative model of patient-centeredness based on these results. This aim will be addressed by conducting a protocol-driven systematic review.[@b27-ppa-7-345]

#### Identification of relevant work

The primary search strategy will consist of an electronic search of several databases (eg, Medline, EMBASE, Cochrane Library Database, PsychInfo, etc). Search strategies will be tailored to each database. The secondary search strategies will consist of reference and citation tracking. Furthermore, articles will be retrieved through personal knowledge, and international experts in the field will be contacted. Original articles, as well as theoretical and conceptual articles, book chapters, and books will be included in the review. The included articles are restricted to articles that clearly focus on patient-centeredness in the title.

#### Data extraction and assessment of quality

The search results will be imported into Endnote (Thomson Reuters, New York, NY, USA), and duplicates will be removed. A screening of titles and abstracts will be conducted independently by two members of the research team to exclude records that are obviously off-topic. Subsequently, full texts will be independently assessed for eligibility and quality by two members of the research team, ie, to determine whether they include a clear definition or model of patient-centeredness. Discrepancies will be resolved by discussions with a third member of the research team. No further assessment of quality and validity of the articles will be conducted, as the aim is to identify a broad range of models and definitions used in the literature about patient-centeredness.

#### Analysis

All articles that include a definition of patient-centeredness will be included in the review and imported into the MAXQDA software (VERBI GmbH, Berlin, Germany) for subsequent content analysis. In an initial step of this process, 50 articles will be randomly selected, and their definitions of patient-centeredness will be marked and divided into meaningful units. Coding rules and a coding sheet will be developed based on this preliminary review of the unitized definitions. Subsequently, all included articles will be independently reviewed and coded by two researchers. All disagreements will be resolved with a third team member. The coding sheet can be extended if new categories emerge during the analysis of further articles.

#### Summarization and interpretation

Finally, dimensions of patient-centeredness will be subsumed from the categories by two independent researchers of the team. These dimensions will be assembled into an integrative model integrating the different main models of patient-centeredness described in the literature as well as further definitions found in the review. Consensus will be sought in discussion with all four team members.

A timeframe of 12 months is scheduled for this initial phase.

Registration of this systematic review in the International Prospective Register of Systematic Reviews (PROSPERO) was not possible because it did not fulfill their inclusion criteria.

### Phase 2: assessment and selection of the identified dimensions

The aim of the second phase is to assess the dimensions of the integrative model created in the first phase. The dimensions of patient-centeredness will be rated regarding their relevance. Further research in this study will focus on the most relevant dimensions. To achieve this aim an online Delphi survey will be performed.[@b28-ppa-7-345],[@b29-ppa-7-345]

#### Delphi survey

The Delphi technique is a structured group discussion process, commonly used to reach a high group consensus.[@b30-ppa-7-345]

An online survey will be used because it has two main advantages, namely, faster data collection and higher flexibility for the participants, which enhances the response rate in comparison to a paper and pencil questionnaire.[@b31-ppa-7-345] The participants of the survey will be asked to rate the relevance of the dimensions identified in the first phase. Furthermore, the participants will be asked to add and assess additional dimensions that have not been previously included. In the second round, the results of the first round will be reported to the participants, and they will be asked for a subsequent assessment of relevance. Therefore, their own assessment can be compared to the first-round assessment provided by other participants and corrected where necessary. This process will lead to a higher consensus among the participants. Subsequently, the most relevant dimensions will be selected based on these assessments.

Based on the results of the Delphi survey, further refinement of the integrative model developed in the first phase will be considered.

#### Sample

For the online Delphi survey, the target sample is N = 40 participants and will consist of German and international participants. The sample will include patient representatives, clinicians, and researchers. Demographic information (eg, gender, age, and professional background) of the participants will be gathered. Patient representatives will be recruited through patient organizations. Clinicians will be recruited within the University Medical Center Hamburg-Eppendorf and by contacting other national and international clinical centers and outpatient care practices. Researchers will be recruited by personal knowledge and through the identification of key authors in the field of patient-centeredness.

The selected dimensions will inform the third phase. The online Delphi survey will be conducted within a 6-month timeframe.

### Phase 3: identification and assessment of measurement instruments and evidence of the dimensions

The aim of the third phase is to (1) identify and assess measurement instruments and (2) find existing evidence of the dimensions selected in the second phase. To achieve these aims, both systematic and scoping reviews will be conducted.

#### Identification and assessment of measures

A systematic review will be conducted to identify measurement instruments for each dimension rated as relevant in the Delphi survey in the second phase. Similar to the methodology of the first phase, the search strategy will consist of an electronic search of several databases (eg, Medline, EMBASE, Cochrane Library, PsychInfo, etc) and citation and reference tracking to identity relevant literature. The inclusion criteria will be that the article (1) describes an instrument designed to measure a dimension of patient-centeredness and (2) reports original information about a measure that had not already been reported in another article included in the review. All search results will be imported into Endnote and duplicates will be removed. All potentially relevant studies will be assessed by two members of the research team who will decide upon inclusion. Any differences of opinion will be resolved by consensus with a third member of the research team.

Subsequently relevant information (eg, sample or setting) from each article will be extracted consistently using a standard procedure. Two members of the team will extract the information from each article and any discrepancies in ratings will be discussed with a third member of the research team.

The quality of the studies will be evaluated from the assessment of the methodology and methods used. The methodological quality of the included measures will be assessed according to (1) whether a theoretical framework was used for scale development and (2) the adequacy of the measurement properties (eg, validity, reliability, responsiveness, etc).[@b32-ppa-7-345],[@b33-ppa-7-345] Measurement standards, eg, the COnsensus-based Standards for the selection of health Measurement INstruments (COSMIN) checklist,[@b34-ppa-7-345] will be applied for the latter assessment. The quality of the studies will be assessed by two team members. Any disagreements will be clarified with a third reviewer of the research team.

#### Identification and assessment of evidence

In a second step, the existing evidence regarding the relationship between the dimensions of patient-centeredness on health-related outcomes will be assessed. Therefore scoping reviews will be conducted to summarize the range of evidence.[@b35-ppa-7-345],[@b36-ppa-7-345] The aim of this step is to determine what is known from the existing literature about the evidence of the dimensions of patient-centeredness. Therefore an electronic search and citation and reference tracking, similar to the previous step of this phase, will be initially conducted.

The inclusion criteria will be that the article (1) examines the relationship of a dimension of patient-centeredness and certain health outcomes, and (2) belongs to one of the following study types: meta-analyses, systematic reviews, or randomized, controlled studies. These study types have been found to have the highest evidence level according to the NICE guidelines.[@b37-ppa-7-345]

All articles will be imported into Endnote. Two researchers of the team will review the articles for inclusion using the NICE algorithm for the classification of study designs.[@b37-ppa-7-345] When differences of opinion on article inclusion occur, consensus will be reached with a third reviewer. Second, two members of the team will independently extract data to determine whether the studies bear a minimum amount of evidence. The assessment of evidence will depend on whether for the dimensions of patient-centeredness, a relationship with health care outcomes can be found. Again any differences in opinion will be discussed with a third member of the research team.

Third, the results will be presented in a narrative form and will provide an overview of the volume and characteristics of existing evidence. The aim is to fulfill the goals of this phase within 12 months.

### Phase 4: assessment of the conceptualization, measures, and evidence in health services research and clinical practice

The aim of the fourth phase is to assess the results of the three previous phases using experts. This aim will be addressed by conducting an expert workshop.

#### Expert workshop

The experts will be asked to assess the results concerning their relevance and applicability within evaluation and health services research and their usability in clinical practice. Prior to the workshop, the participants will receive an overview of the results of the previous three phases. During the workshop, the results will be presented in more detail. The experts' assessments during the workshop will be based on various checklists used to assess endpoints and quality indicators in health care.[@b38-ppa-7-345],[@b39-ppa-7-345] These checklists will refer to relevance (eg, relevance for the health care system), scientific soundness (eg, psychometric characteristics), and practicability and feasibility (eg, comprehensibility, acceptance, costs, etc). The decision making process in the expert workshops will follow a procedure of structural consensus finding that is comparable to the development of guidelines in expert workshops.[@b40-ppa-7-345]

#### Sample

The group of experts in the workshop will be acquired from the 40 experts (patient representatives, clinicians, and researchers) that participated in the Delphi survey in the second phase. We aim to recruit a subsample of the expert group that participated in the second phase with an equal distribution of patient representatives, clinicians, and researchers. We aim for a final sample size of 15--20 participants. We will invite all experts that participated in the Delphi survey since, from our previous experience in conducting expert workshops, usually fewer experts are willing to participate in a workshop. If willingness to participate is higher than expected the workshop could be expanded.

#### Ethical considerations

The Ethics Committee of the State Chamber of Physicians in Hamburg (Germany) informed us that ethical approval is not necessary because no patients will be enrolled in the study. Nevertheless, ethical principles will be followed throughout the examination; the experts will be informed on the data collection and analysis. Participation will be on a voluntary basis, and data protection rules will be considered. All data produced will be archived for 5 years. For external quality control security, all data and study documents will be available for anonymous viewing by external reviewers.

Discussion
==========

This study will respond to the necessity of a solid theoretical and conceptual foundation of patient-centeredness and the requirement of high-quality measures in this field. The results of the study can provide a basis for a sustainable implementation of patient-centeredness in routine clinical care, which is strongly demanded from a health policy level. This study will close some of the current gaps. First, the conceptual review will help identify essential dimensions of patient-centeredness, and an integrative conceptual model will be proposed. Second, the assessment of the dimensions of patient-centeredness by a broad range of experts will assure high practical relevance of the model. Third, by reviewing the measurement instruments for the selected dimensions, it will become apparent which dimensions can be assessed with existing instruments and which dimensions require revision or the development of new scales. Therefore, the current gaps regarding operationalization and evidence of the dimensions of patient-centeredness will be identified and can be used to guide further research. The developed integrative model of patient-centeredness will aid in future studies and intervention trials that propagate patient-centeredness. The comparison of research results will be increased by using a single integrative model and consensus standards for measurement scales.

Fourth, the final assessment of results by experts will be an initial step for developing measurement standards and quality indicators in this field to finally compare the current quality in care. The inclusion of experts throughout the study will improve the practical relevance and applicability of the results.

The results of this study will therefore eventually contribute to the international call for health care that truly places the patient at its center.
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